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Shin-Lin Chen 



Art Unit 

1632 




~ The MAILING DATE of this communication appears oh the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specif lad above is lass than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this conrvnunication, even if timely filed, may reduce any 
earnisd patent term adjustment. See 37 CFR 1.704(b}. 

Status 

1 ) K Responsive to communication(s) filed on Mar 25, 2003 ' ' 

2a) □ This action is FINAL. 2b)K This action is non^final. 

3) n Since this application is in condition for allowance except for fornnal matters, prosecution as to the. merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11; 453 O.G. 213. .. ..... 

Disposition of Claims 

4) K Claim(s) /-/ / . is/are pending in the application. 



... 4a) Of the above, claim (s) 1-5 and 9-71 
5)D Claim(s) 



6)K Claim (s) 6-8 

?)□ Claim(s) 

8)n« Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

_'is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)n The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. , 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 DD The proposed drawing correction filed on is: a)D approved- b)D disapproved by the Examiner, 

If approved, corrected drawings are required in reply to this Office action. ■ 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) n Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a) □ All b)a Some* c)^ None of: . 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. _^ . . ._ . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) K Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)D The translation of the foreign language provisional application has been received. 

15) K Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment{s) 

1) D Notice of References Cited (PTO-892) 4) Q Interview Summaiy <PT6-413) Paper No(8). 

2) Q Notice of Draftsperson's Patent Drawing Review (PT0*948) 5} O Notice of Informal Patent Application (PTO-1 52) 

3) Q Information Disclosure Statement(s) (PTO-1449) Paper No(s). 6) Q Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 5 
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DETAILED ACTION 

1 . Applicant's election without traverse of group IV, claims 6-8, in Paper No. 4 is 
acknowledged. 

2. Claims 1-5 and 9-1 1 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in Paper No. 4. 

Applicants' preliminary amenditienf filed 1 1-2-01 has been entered. Claims 1-1 1 are ; 
pending and claims 6-8 are under consideration. 

It should be noted that the elected invention is drawn to a rnethod of diagnosing for ; 
disease, such as cancer, by determining the presence of beta-catenin protein, and such is under 
examination by examiner. 

Claim Rejections '35 use §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly clairiiing 
the subject matter which the applicant regards as his invention. 

4. Claims 6-8 are rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete for 
omitting essential steps, such omission amounting to a gap between the steps. See MEP. § 
2172.01. The omitted steps are: how to determine the presence of stabilized beta-catenin in a cell 
and whether the presence or absence of stabilized beta-catenin in a cell is indicative of the 
disease. 
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Claim Rejections '35 use §112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

6. Claims 6-8 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter 
v^hich was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the invention. 

Claims 6-8 are directed to a method of diagnosing for disease based on unwanted cell 
growth, such as cancer or melanoma, comprising determining the presence of stabilized beta- 
catenin in said cells. 

The specification discloses mutaiit beta-catenin protein having ser37phe or ser45tyr in 
various melanoma cell lines including 541 mel, 1241 mel, 624 mel, 888 mel and 1290 mel, and 
said mutant beta-catenin protein has longer protein half life as compared to wild type beta- 
catenin protein. The specification also discloses that wild type APC tumor suppressor down- 
regulates the amount of wild type beta-catenin protein in 928 mel and 1335 mel cell lines 
(specification, p. 10-12). The claims encompass diagnosing any disease having unwanted cell 
growth, any type of cancer and melanoma by determining the presence of wild type or mutant 
beta-catenin protein in any biological sample, such as blood, saliva, lymphoid fluid, any biopsy 
tissue sample etc., in vitro or in vivo. 
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The specification fails to provide adequate guidance and evidence for how to determine 
the presence of wild type or mutant beta-catenin protein in vitro or in vivo, and whether the 
presence of said beta-catenin protein is indicative of the presence of absence of any disease 
having unwanted cell growth, any cancer, or melanoma. Different diseases having unwanted cell 
growth, such as unwanted cell growth in blood vessel after angioplasty, and different types of 
cancers differ morphologically, physiologically, and pathologically. The mechanisms of how the 
unwanted cells grow and the gene(s) involved in various diseases having unwanted cell growth 
including cancers could vary from each other dramatically. Further, the type of biological sample 
used to determine the presence of wild type or mutant beta-catenin protein plays an important 
role in diagnosing the disease having unwanted cell growth. The specification fails to provide . 
adequate guidance and evidence whether the wild type or mutant beta-catenin protein would be 
present in sufficient amount in the biological sample used, such as blood, saliva, or biopsy 
sample from various tissues, such that said beta-catenin protein can be detected for diagnosing 
the diseases having unwanted cell growth in vitro or in vivo. The specification also fails to 
provide adequate guidance for how to determine the presence of wild type or mutant beta-catenin 
protein in vivo, and one skilled in the art at the time of the invention would not know how to 
conduct the assay in vivo so as to diagnose any disease having unwanted cell growth in a patient. 

- The specification also fails to provide adequate guidance and evidence for the correlation 
between the presence or amount of wild type or mutant beta-catenin protein detected and the 
presence or absence of a particular disease having unwanted cell growth, such as a particular 
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cancer or melanoma. * There is no evidence of record in the specification that the presence or any 
amount of wild type or mutant beta-catenin protein would be indicative of the presence or 
absence of a disease having unwanted cell growth, such as a particular type of cancer. Longer 
protein half hfe of mutant beta-catenin protein as compared to wild type beta-catenin protein or 
down-regulation of wild type beta-catenin by wild type APC tumor suppressor in vitro does not 
necessarily mean that presence or any amount of wild type or mutant beta-catenin protein in any 
biological sample would be indicative of the presence or absence of a disease having unwanted 
cell growth in vitro or in vivo. As discussed above, the mechanisms of how the unwanted cells 
grow and the gene(s) involved in various diseases having unwanted cell growth including cancers 
could vary from each other dramatically. Absent the correlation between the presence or amount 
of wild type or mutant beta-catenin protein detected and the presence or absence of a particular 
disease having unwanted cell growth, one skilled in the art at the time of the invention would not 
know how to diagnose a disease having unwanted cell growth via detection of either wild type or 
mutant beta-catenin protein in vitro or in vivo. 

Therefore, it is concluded that based upon the; nature of the claimed invention, the state of 
the art, the unpredictability found in the art, the teaching and working examples provided, and 
the breadth of the claims that it would require one skilled in the art at the time of the invention 
undue experimentation to practice over the full scope of the invention claimed. 
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Conclusion 

No claim is allowed; 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Shin-Lin Chen whose telephone number is (703) 305-1678. The examiner 
can normally be reached on Monday to Friday from 9 am to 5 : 30 pm. 

If attempts to reach the examiner by telephone are urisuccessfiil, the examiner's 
supervisor, Deborah Reynolds can be reached on (703) 305-405 1 . The fax phone number for this 
group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist, whose telephone number is (703) 308-0196. 



Shin-Lin Chen, Ph.D. 




